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- The MAILING DATE of this communication appears on the c 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 GFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 26 May 2011 . 
2a)M This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^3 Claim(s) 1-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) U24 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
05/26/201 1 has been entered. No new claims have been added. 

Applicant's arguments filed 05/26/201 1 have been fully considered. Rejections 
and/or objections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set of rejections and/or objections presently being applied to the 
instant application. 

Claim Rejections - 35 USC § 1 12 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 , 2 and 22-24 rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Claim 1 contains the limitation "reaction product" which renders the claims 
indefinite. Where the product of such a reaction will vary and thus be determined by 
reaction conditions, proportions of reactants, etc., the term is indefinite without a 
concurrent recitation of the specific conditions used. In re Wohnseidler . 137 USPQ 336 
(C.C.P.A. 1963). 

Claim Rejections - 35 USC §103 

Claims 1-24 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Walling (US 6,586,449) in view of Ferno et al. (US 3,845,217). 

Applicant argues that a declaration has been presented by Carsten Andersen 
which declares that the USP method used to measure the release rates in Walling et al. 
is identical to the method used by Applicant; that the instant claimed product and 
method produced an average release rate of 81.7% for Example A, 80.2% for Example 
B, and 78.6% for commercial full scale batches; that release rates of 80% or greater is 
unexpected and surprising; that Walling discloses that it is necessary to combine the 
polyol with the cation exchange resin before admixture with nicotine; and that there is 
not teaching or suggestion in Ferno or Walling that adding more nicotine to the resin 
would enhanced the rate of nicotine release from the resin. Applicant argues that the 
amount of nicotine in the Walling product is at least 50% greater than the amount 
disclosed in Ferno, so there is not motivation to mix the nicotine with the exchange resin 
prior to addition of the polyol. 



Application/Control Number: 1 0/581 ,628 Page 4 

Art Unit: 1612 

The Examiner disagrees. 

The data obtained from the Examples does not appear to support the allegation 
of unexpected results, since the results for the full scale commercial batches do not 
produce the claimed release rates. Based on the results, the commercial product would 
not produce a release rate of at least 80%. Therefore, due to the variation in the 
results, i.e. release rates are produced that are greater than 80% and that are less than 
80%, it is uncertain whether the methods of the instant invention as claimed provide the 
alleged unexpected results. Further, no support has been provided that establishes that 
the results obtained from the commercial batches, i.e. 78.6% release rate, represents a 
statistically significant difference from the 71% release rate of Walling et al. as to be 
considered unexpected. Accordingly, as cited in MPEP 2144.04, IV, C, the selection of 
any order of performing process steps is prima facie obvious in the absence of new or 
unexpected results. Further, Ferno et al. is only provided as prior art to disclose that the 
release rate of nicotine from a composition can be varied by varying the amount of 
nicotine which is bound to a given quantity of cation exchanger, and that a relatively 
higher amount of nicotine present gives a quicker release, and not for any particular 
composition (column 3, lines 69-75). The addition of the nicotine directly to the cation 
exchange resin would be expected to bind nicotine to available exchange sites before 
the addition of polyol. Accordingly, the skilled artisan would be motivated to at least try 
to combine the nicotine and cation exchange resin with a reasonable expectation that a 
larger amount of nicotine would be bound to the exchange resin and provide a quicker 
release. It would have been within the purview of the skilled artisan to determine both 
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the amount of nicotine bound to the resin and the resulting release rate provided by the 
nicotine/exchange resin combination since Walling et al. provide methods for such 
measurements. 

Double Patenting 

Claims 1-24 stand provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 2, 3, 6, 10-15 
and 19-22 of copending Application No. 11/921199. 

Applicant requests that the rejection be held in abeyance until allowable subject 
matter is indicated. 

This rejection is maintained since applicant does not argue the merits of the 
rejection; and neither allowable subject matter has been indicated, nor has a terminal 
disclaimer been filed. 

All claims are rejected. 

Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM to 
5:00PM EST or on Fr from 7:30AM to 4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass, can be reached at (571)272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



/Darryl C Sutton/ 
Examiner, Art Unit 1612 



